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» india is smerging as the
second-largest supplier of
drugs to the US with 40%
market shore for generics
% In 2012, the country
exported $4.2 billion
worth of generic drungs
to the United Sioes

® Ressarch data suggest
that at least 5% of Indian
medicines sold in India foil
basic quality control fests
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Aditi Kare Panandikar, man-
aging director at Indoco
Remedles, said at a recent
summit of pharma compa-
nies, “lt is regular practice
for the FDA to inspect facili-
ties catering to its market. In
case it raises some observa-
tions, both major and minor,
it will issue a Form 483.
While it is absolutely neces-
sary for companies to main-
tain the quality standards,
there is no reason for panic.
Instead, the focus should be
on-doing the needful.”
Indoco Remedies re-
ceived a Form 483 for its
Goa plant II (Sterile Oph-
thalmic Formulations) last
year with certain “minor ob-
servations”. The company
says it has already respond-
ed to the FDA, which has
since not reverted on the
matter. More recently, how-
ever, the company posted on
the Bombay Stock Ex-
change that it had received
certificate of good manufac-
uring practice compliance
for the same plant from the
state institute for drug con-

trol (SUKL) of the Czech
Republic.

Cipla’s global head of
quality Ranjana Pathak also
stated recently, “Indlan
pharmaceutical companies
are coming under the FDA
ambit because they are not
following all the rules spec-
ified in the guidelines.
What is to be done is to
simply follow the rules. If
you make a mistake, it
deesn't matter. Follow the
rules which tell you how
not commit those mistakes.
Actually GMP .makes for
good bustness.”

Besides Ranbaxy and
Wockhardt, Bangalore-
based Strides Arcolab also
received an FDA warning for
its injectible manufacturing
arm Agila Specialties in
2013. In 2011, the Mexican
unit of Dr Reddy's Laborato-
ries received an import alert
for violating manufacturing
standards. However, Lhe
alert was withdrawn after
the company injtiated cor-
rective measures.

In 2011, Aurobindo
Pharmaceucals received
an import alert for violating

manufacturing standards at
two of its units. These were
revoked in 2013 after the
company took corrective
steps. Earlier Instances also
show warning letters or ob-
servations were issued on
manufacturing practices to
Sun Pharmaceutical Indus-
tries, Cadila Pharmaceuti-
cals, Lupin and Cipla.

Meanwhile, all these
FDA actions have raised a
counter-question as to
whether Indian compantes
are being deliberately pulled
up at the behest of global big
pharma that has been losing
market in thetr home coun-
tries? Both FDA and the In-
dian pharma industry reject
that notion.

An officlal from Au-
robindo Pharma, who did
not wish to be named, sald,
“The rising diplomatic con-
cerns are not referring to
the compliance issues or in-
spections. What is impor-
tant is to keep oneself
aligned with this mindset
and invest in the regulatory
upkeep in line with expecta-
tions and to ensure that
quality is not compromised.

With their growing fame; Indian generic makers come under increased scrutiny by foreign regulators

For Aurobindo, the focus
has always been the ad-
vanced markets and we are
committed to quality. A reg-
ulator has ali the right to
check even the slightest of
deviatfon in standards. All
our manufacturing sites
cater to all the markets and
are approved by global regu-
lators. Sometimes it may
happen that one particular
site follows checks by the
US FDA, but the UK MHRA
may find a fault. It is based
on several factors, some-
times as basic as what an-
swers are given by the per-
sonnel located at the site.”
After returning to the US
from her recent nine-day
India visit, FDA commis-
sioner Margaret A Hamburg
told the international
media, “We are not (specifi-
cally) targeting Indian com-
panies. We are undertaking
our required regulatory ac-
tivities. We inspect and take
appropriate actions for coin-
panies within the US. If a
company is manufacturinga
product for sale in the US, it
has to meet our regulatory
standards and requirements
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and we inspect facilities in
other countries as well. So,
what ig happening in India
is consistent with what hap-
pens In the US and other
parts of the world.”

In an exclusive interview
with Financial Chronicle,
Hamburg said, “Many Indi-
an firms understand good
manufacturing practices
and use them. The prob-
lems we have seen with
companies are why we have
chosen to make quality one
of our highest priorities this
year. Whether innovator or
generlc, companies must
build their reputation by
building quality so that pa-
tients and healthcare pro-
fesslonals have trust in thelr
products. Quality 1s the basis
of the public’s confidence in
pharmaceuticals and confi-
dence in the high quality of
products being produced at
Amerlcan facilities is what
has helped make the US
pharmaceutical  industry
the gold standard for the
world.” (Read full interview
in this issue).
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